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Claims 25 and 39 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description 
requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor (s). 


at the 

time the application was 

filed. 

had possession 

of 

the 

claimed 

invention. Claims 25 

and 39 

are limited 

to 

the 


embodiment shown in figures 3-4C which includes tapered distal 
tip 60. However, in this embodiment, the expandable sleeve 52 
is not in direct contact with the guidewire 54 since introducer 
50 is located between these parts. Claim 25 ultimately depends 
from claim 16 which includes the limitation that the expandable 
sleeve is in direct contact with the guidewire. However, there 
is no basis in the original disclosure for the combination of 
these features in a single embodiment. Claim 39 ultimately 
depends from claim 30. The limitation "directly" in claim 30, 
line 5 is similarly inconsistent with embodiment defined in 
claim 39. 

Claims 16-19, 22-33 and 36-43 are rejected under 35 
U.S.C. 112, second paragraph, as being indefinite for failing to 
particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. Claims 25 and 39 are 
confusing and inaccurate for the reasons set forth above. In 
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claim 16, line 8, there is no antecedent basis for "the 
dilator". Note that claim 16 has been improperly amended since 
"the" (before "dilator") should have been underlined because it 
was not present in the claim immediately prior this amendment. 
In claim 30, lines 13-14, there is no antecedent basis for "the 
shaft". The outer tube of the dilator recited in claim 33 has 
already been recited in claim 30 as a sheath resulting in a 
double recitation of the same part. 

Claims 16-19 and 23-29 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Horzewski et al. (5,201,756) in view 
of Makower et al. (5,380,290). Horzewski et al. disclose the 
steps of positioning a radially expandable sleeve (e.g. 90 in 

figures 5A and 5B) in direct contact with and over a guidewire 
and inserting into the radially expandable sleeve a dilator 160 


(figure 6C) 

to 

expand 

the sleeve 

(col. 

13, 

lines 9-13). 

Horzewski et 

al. 

fail 

to disclose 

the 

step 

of forming a 


percutaneous tissue tract to the target vessel. However, 
Makower et al. teach that such a tissue tract should be formed 
(by needle 14) prior to the introduction of a guidewire 
therethrough apparently in order to obtain the advantage of 
facilitating the introduction of the guidewire. It would have 
been obvious to form a percutaneous tissue tract to the target 
vessel in the Horzewski et al. procedure so that it too would 
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have this advantage. As to claim 19, the radially expandable 
sleeve in the embodiment of figures 1A to 2F has an elastic 
structure so that its cross-section will collapse after 
expansion. As to claims 26-29, Horzewski et al. fail to 
disclose the claimed dimensions. However, it would have been 
obvious to so dimension the Horzewski et al. as claimed in order 
to fit within a blood vessel. 

Claims 22, 30-33 and 36-44 are rejected under 35 
U.S.C. 103(a) as being unpatentable over Horzewski et al. 
(5,201,756) in view of Makower et al. (5,380,290) as applied to 

claims 16-19 and 23-29 above, and further in view of Dubrul et 
al. (5,431,676). Horzewski et al. fail to disclose the 
expandable sleeve comprising a tubular braid. However, it is 
old and well known in this art to construct expandable sleeves 
as tubular braids so that they expand smoothly. For example, 
Dubrul et al. teach that an expandable sleeve should be 
constructed as a tubular braid for this reason (col. 6, lines 
40-61, col. 11, lines 25-29 and col. 12, lines 7-10) It would 
have been obvious to so construct the Horzewski et al. 
expandable sleeve so that it too would have this advantage. The 
expandable sleeve constructed as a tubular braid would retain 
its larger diameter after the dilator is removed when the outer 
layer is plastically deformable as indicated in col. 6, line 46- 
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48 of Dubrul et al. Alternatively, the expandable sleeve 
constructed as a tubular braid would retain its larger diameter 
after the dilator is removed when the outer tube of the dilator 
to remains in place as explained in the analysis regarding claim 
33 as follows. As to claims 30 and 33, Horzewski et al. fail to 
disclose using an outer tube of the dilator to remain in place 
after the dilator is removed to maintain the large diameter of 
the sleeve. However, it is old and well known in this art to so 
construct dilators (as admitted by applicant on page 5, lines 
32-33) so that the main portion of the dilator can be removed 
leaving the outer tube or sheath in place. It would have been 
obvious to so construct the Horzewski et al. dilator so that it 
too would have this advantage. The above well known in the art 
statement is taken to be admitted prior art because applicant 
failed to traverse the examiner's assertion (M.P.E.P. 2144.03). 

Applicant's arguments filed Sep. 9, 2005 have been fully 
considered but they are not persuasive. Contrary to applicant's 
remarks, Horzewski et al. disclose the steps of positioning a 
radially expandable sleeve 90 in direct contact with and over a 
guidewire and inserting into the radially expandable sleeve a 
dilator 160 to expand the expansible sleeve to provide an access 
lumen to the blood vessel. After dilator 150 is withdrawn, as 
described in col. 13, lines 3-5, the guidewire remains in the 
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patient. At this point, the expandable sleeve 90 is positioned 
directly over the guidewire such that it is in direct contact 
with the guidewire as claimed. Then, when dilator 160 is 

inserted into the sleeve 90 and thus into the patient, as 
described in col. 13, lines 9-13, it is clearly inserted over 
the guidewire. Note also that dilator 160 has a central lumen 
to accept the guidewire. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the 

extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action 
is set to expire THREE MONTHS from the mailing date of this 
action. In the event a first reply is filed within TWO MONTHS 
of the mailing date of this final action and the advisory action 
is not mailed until after the end of the THREE-MONTH shortened 
statutory period, then the shortened statutory period will 
expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated 
from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than 
SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Michael 
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Thaler whose telephone number is (571)272-4704. The examiner 
can normally be reached Monday to Friday. 

If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Anhtuan T. Nguyen can 
be reached on (571)272-4963. The fax phone number for the 
organization where this application or proceeding is assigned is 
(571)273-8300. 
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